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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 5/28/08 
has been entered. 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1, 3-8, 10, 14, 20-27 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. Claim 1 recites "wherein the fluid 
communication pathway is formed between the insertion tube and the elongated 
member" and further recites "wherein the passage and the fluid communication pathway 
are adapted to permit the elongated member to be threaded in a substantially straight 
path there through". Each of claims 10, 14, and 20-22 contains similar language. The 
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specification fails to describe an indicator system wherein the fluid communication 
pathway is formed between the insertion tube and the elongated member and wherein 
the fluid communication pathway is adapted to permit the elongated member to be 
threaded in a substantially straight path there through". Figure 1 of the instant 
application shows the indicator system, wherein the fluid communication pathway 6 can 
be considered to be merely the space within the tube 10, such that the pathway is 
configured to allow the elongated member to be threaded there through. In such a 
case, the pathway then is not formed between the insertion tube and the elongated 
member, and is therefore only formed between the walls of the insertion tube. It is 
further noted that the specification does describe figure as having a guide rod 5 inserted 
in the pathway 6 (see paragraph 28 of the instant specification). In the alternative 
instance in which the fluid communication pathway 6 is considered to be formed by the 
space between the elongated member 5 and the insertion tube 10, that space 6 is not 
configured to allow the elongated member to be threaded there through. It is noted that 
the instant specification does not describe the pathway as being formed between the 
insertion tube and elongated member. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1,3-8, 10, 14, 20-27 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 
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Claim 1 recites "wherein the fluid communication pathway is formed between the 
insertion tube and the elongated member" and further recites "wherein the passage and 
the fluid communication pathway are adapted to permit the elongated member to be 
threaded in a substantially straight path there through". Each of claims 10, 14, and 20- 
22 contains similar language. It is unclear how the fluid communication pathway can 
both be formed by the elongated member and permit the elongated member to be 
threaded there through, as claimed. See the rejection under 35 U.S.C. 112, 1st 
paragraph, set forth above, for details. If the pathway is said to be defined or formed 
between the insertion tube and the elongated member, the pathway cannot also be said 
to allow the elongated member to be threaded there through, since some portion of the 
elongated must define the pathway itself, and the pathway cannot receive a portion of 
itself within itself. Since the configuration as currently recited is impossible, and, as 
discussed, above, the instant specification discloses the guide rod or elongated member 
as being inserted within the pathway 6 (see paragraph 28 of the instant specification), 
the examiner is interpreting the recited language in accordance with the instant 
specification such that the limitation "wherein the fluid communication pathway is 
formed between the insertion tube and the elongated member" is ignored. This 
interpretation is made for the purpose of this examination only and to expedite 
prosecution. In any case, the applicants must address the current rejections under 35 
U.S.C. 1 1 2, 1 st and 2nd paragraphs. 



Claim Rejections - 35 USC § 102 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 3-8, 10, 14, and 20-27 are rejected under 35 U.S.C. 102(b) as being 
unpatentable over US Patent No. 4,894,052 to Crawford. Crawford discloses an 
indicator system comprising a body having a passage passing through the body, a duct 
20, 20a extending in the body, and a hemostatically sealed blood accommodating 
chamber 26 (see entire document, especially fig. 4; col. 6, lines 3-51 of Crawford). An 
insertion tube 11, 11a comprises a distal end adapted to be positioned inside a blood 
vessel, fluid communication pathway between an uncovered liquid inlet opening 21a 
near a distal end of the insertion tube and the duct 20, and an opening 1 2a at the 
extreme end of the distal end portion (see entire document, especially figs. 2 and 4; col. 
5, lines 33-35; col. 6, lines 3-51 of Crawford). The inlet opening 21a is formed on an 
outer surface of the insertion tube 11,11a (see entire document, especially figs. 2 and 4 
of Crawford). A window 14 comprises an at least semi-transparent section configured 
to enable visual observation of blood entering into the duct via the inlet opening when 
the inlet opening is located inside the blood vessel (see entire document, especially 
figs. 2 and 4; col. 4, lines 45-50; col. 5, lines 15-23 of Crawford). An elongated member 
24 is adapted to be threaded in a substantially straight path through the passage and 
fluid communication pathway between a distal end of the insertion tube and a proximal 
end of the body, and an outer dimension of the elongated member and an inner 
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dimension of the insertion tube are substantially equal to each other and are configured 
such that flow of blood between the outer and inner dimensions is prevented when the 
elongated member is inserted into the insertion tube (see entire document, especially 
fig. 4; col. 6, line 52-col. 7, Iine17 of Crawford). The system of Crawford is capable of 
visually indicating a pressure of blood inside a blood vessel in that the flow of blood into 
the catheter is an indicator of blood pressure in the vessel. 

Regarding claim 3, the duct opens into the chamber 26 via an aperture having a 
spill over edge, the edge being formed by the wall of the syringe expanding from a 
smaller to a larger diameter. The device is capable of being positioned such that the 
aperture is located at a level above a bottom of the chamber such that return flow of the 
blood back to the chamber is prevented (see entire document, especially fig. 4 of 
Crawford). 

Regarding claim 4, the chamber 26 is located in the body and further comprises 
the insertion tube 11,11a extending distally of the body (see entire document, 
especially fig. 4 of Crawford). 

Regarding claim 5, the inlet opening 21a is located on a side of the insertion tube 
(see entire document, especially fig. 4 of Crawford). 

Regarding claim 6, the device is capable of being positioned such that the duct 
extends vertically to an aperture opening into the chamber (see entire document, 
especially fig. 4 of Crawford). 
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Regarding claim 7, the duct extends horizontally above at least a portion of the 
chamber to an aperture opening into the chamber (see entire document, especially fig. 
4 of Crawford). 

Regarding claim 8, the duct 20, 20a exhibits a varying cross-section over its 
length (see entire document, especially fig. 4 of Crawford). 

Regarding claims 10 and 14, the elongated member projects distally past the 
extreme end of the distal end portion of the insertion tube (see entire document, 
especially fig. 4; col. 6, line 52-col. 7, line 17 of Crawford). With further regard to claim 
10, the body may instead be considered to have a duct 17, 17a extending in the body 
and a hemostatically sealed blood accommodating chamber 20, 20a, wherein the 
insertion tube comprises a fluid communication pathway between an uncovered liquid 
inlet opening 12a near a distal end of the insertion tube and the duct (see entire 
document, especially figs. 2 and 4; col. 6, lines 64-69 of Crawford). 

Regarding claim 20, Crawford further discloses providing the indicator system as 
described above, positioning the distal end portion inside the blood vessel, and 
indicating the pressure (see entire document, especially col. 5, lines 2-23; col. 6, lines 3- 
30 of Crawford), wherein the appearance of blood in the chamber indicates blood 
pressure in the blood vessel. With further regard to the indicator system, the passage 
and fluid communication pathway are adapted to permit the elongated member 24 to be 
threaded in a substantially straight path there through between a proximal end of the 
body and a distal end of the insertion tube to plug, at least in part, the opening at the 
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extreme end of the distal end portion (see entire document, especially fig. 4; col. 6, lines 
3-30; col. 6, line 52-col. 7, line 1 7 of Crawford). 

Regarding claim 21 , the elongated member dilator, wherein the term dilator 
appears merely to indicate a use of the elongated member. A dilator is something that 
makes something else wider or larger, and the elongated member of Crawford is 
certainly capable of such a use. 

Regarding claims 22 and 23, the elongated member is a guide rod or guide wire 
(see entire document, especially col. 5, lines 50-55 of Crawford). 

Regarding claim 24, the indicator system is configured such that blood may flow 
from a region outside the insertion tube, through the inlet opening 21a and into an 
interior of the insertion tube 11, 11a (see entire document, especially figs. 2, 4 of 
Crawford). It is noted that the claim fails to recite that the recited blood flow occurs 
during a particular use of the system. 

Regarding claim 25, when the opening 12a a the extreme end of the distal 
portion of the insertion tube is not blocked, the system is configured such that blood 
may flow from a region outside of the insertion tube, through the opening at the extreme 
end 1 2a and into an interior of the insertion tube 11, 11a (see entire document, 
especially figs. 2, 4 of Crawford). 

Regarding claim 26, the elongated member is of a one-piece, solid construction 
(see entire document, especially fig. 4; col. 5, lines 46-col. 6, line 30 of Crawford), 
wherein figure 4 shows the guide wire 24 as being one piece. 
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Regarding claim 27, the outer surface of the insertion tube that forms the inlet 
opening is the entire outer surface of the tube 11,11a. A portion of that surface is 
exposed to the blood vessel when the distal end portion of the insertion tube is 
positioned inside the blood vessel (see entire document, especially figs. 2 and 4 of 
Crawford). 



Response to Arguments 

Applicants' arguments filed 5/28/08 have been fully considered but they are not 
persuasive. 

The applicants argue that Crawford does not disclose an insertion tube with both 
and inlet opening formed on an outer surface of the tube and an opening at an extreme 
end of the distal end portion. However, as stated in the previous Office action and 
above, the insertion tube 11, 11a does in fact include both an inlet opening 21a formed 
on an outer surface of the tube and an opening 1 2,1 2a at an extreme end of a distal 
end portion of the tube (see entire document, especially figs. 2 and 4 of Crawford). 

The applicants further contend that the needle 1 1 does not include the recited 
fluid communication pathway that is formed between the insertion tube and an 
elongated member. Applicants' arguments here are largely based on the language that 
has been deemed incongruous with other limitations of the claims, as discussed above 
in the rejections under 35 U.S. C. 112, 1st and 2nd paragraphs. Since the amended 
claims do not make sense, the claims are being interpreted in light of the disclosure, as 
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originally filed. See the rejection under 35 U.S.C. 112, 2nd paragraph for the 
interpretation of the claims in light of the unclear language. 

Therefore, the rejection of claims 1 , 3-8, 10, 14, and 20-27 as being anticipated 
by Crawford stand. 

Allowable Subject Matter 

Claims 9, 1 1 , 1 5, and 1 6 are allowed. The allowability of claims 9 and 1 5 was 
first addressed in an Office action filed 4/20/05. The allowability of claims 1 1 and 16 
was first addressed in Office action filed 6/30/06. The reasons for allowance of claims 
9, 1 1 , 15, and 16 were repeated in the Office action filed 5/22/07. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PATRICIA C. MALLARI whose telephone number is 
(571)272-4729. The examiner can normally be reached on Monday-Friday 10:00 am- 
6:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on (571) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 



Application/Control Number: 10/756,765 Page 1 1 

Art Unit: 3735 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Patricia C. Mallari/ 
Examiner, Art Unit 3735 



